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OBLIASI XAPAKTEPUCTHKA JI EKAPCM&{E@E@*}T%MFATA 0003)

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA
Menoxkcukam, 7,5 Mr, TaOJIETKH

Menoxkcukam, 15 Mr, TaOJIETKH

2. KAUECTBEHHBIN U KOJIMYECTBEHHBIA COCTAB

JleficTBVYIOIIEE BEIECTBO: MEJIOKCUKAM

Kaxxnas Tabnerka conep ut 7,5 Mr Menokcukama uid 15,0 Mr Mejgokcukama.
BcnomoratenbHOE BeleCcTBO, HAIMYKE KOTOPOTO HAJO0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npemnapara: jaktosa (cm. pasnaensi 4.3. u 4.4.).

ITomubIi MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

Menokcukam, 7.5 mr, TaOJIETKH

Kpyrible, IIOCKOMMINHAPUYECKUE TAOIETKU OT CBETJIO-KENTOro 10 KENTOro 1BeTa ¢ (Hacko u
PHUCKOM C OTHOM CTOPOHBI.

Menokcukam, 15 mr, TabaeTKH

Kpyribie, miockomMIMHAPUYECKUE TA0JIETKH OT CBETI0-KENTOTO 70 KENTOTO 1BeTa ¢ packoit u

PUCKOU C OJHOM CTOPOHBI.

4. KIMHUYECKHUE JAHHBIE

4.1. IloxkazaHusl K NPMMEHEHUI0

[Tpenapat MenokcukaM nokas3aH /Ui CAMIITOMAaTHYECKOTO JICUEHUs Y B3pOCIIbIX U JIeTel cTapiie
12 net npu crneayromux 3a001€BaHUSIX

- OCTEoapTPUT (apTpo3, NeTeHEepaTHBHBIC 3a00JIEBaHMs CYCTAaBOB), B TOM YHCIE C OOJEBBIM
CUHAPOMOM;

- peBMaTOUTHBIN apTPUT;

- QHKWIO3UPYIOIIUIN CIIOHINUJINT;

- IOBEHWJIbHBIM pEBMaTOUIHBIN apTpuUT (y MallMEHTOB ¢ Maccoil Tena > 60 kr);

- Ipyrue BOCTIAJUTENIbHbIE U IeTeHepaTUBHbIE 3a001€BaHNsI KOCTHO-MBIILIEYHON CUCTEMBI, TAKUE
KaK apTponaTuy, A0pconaTuu (Harmpumep, Uimac, 60Jib BHU3Y CIIUHBI, IJIEYEBON NMEPUAPTPUT U
JpyTHUE), COMPOBOXKAAIONIUECS OOIIBIO.

[Ipenmapar MenokcukaM Moka3aH K NMPUMEHEHHIO JJII CHUMIITOMATHYECKOTO JICUEHUs y Jaerei

miaame 12 net (¢ Maccoi Tena >60 Kr) mpu I0BEHHJIBHOM PEBMATOUHOM apTPUTE.
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PexxuM 103upoBaHus

Ocmeoapmpum ¢ 601€8bIM CUHOPOMOM: 7,5 MT B CYTKH.

[Tpu HEOOXOAUMOCTH 3Ta 1032 MOKET OBITh YBEIMYEHA 10 15 MT B CYTKH.
Pesmamouonwvuii apmpum: 15 Mr B CyTKH.

B 3aBucumoctu ot neuedbHoro ¢ dexra 3Ta 1032 MOKET ObITh CHHUXKEHA 10 7,5 MT' B CYTKH.
Ankunozupyrowuii cnonouaum: 15 Mr B CyTKH.

B 3aBucumoctu ot neuedbHoro s dexra 3ta 103a MOKET ObITh CHUXKEHA J10 7,5 MT' B CYTKH.

FOsenunvnvlil pesmamoudnsvii apmpum: 7,5 MT B CyTKH.

VYBennueHue 035l [npcriapara BbIIIC peKOMeHﬂyeMOﬁ CYTOHHOﬁ J03bl HE IIPHUBOIUT K
IIOBBIIICHUIO €T'0 3(1)(1)CKTI/IBHOCTI/I. HOCTYHHLIC JO3HUPOBKHU IIpCIiapara MenokcukaM TaOJIETKH HE

IMMO3BOJIAIOT IIPUHUMATD IIPCIIapaT IMaguCHTaM C Maccoii Tena menee 60 kr.

Oco0bIe IPVIIILI TAIMEHTOB

Tayuenmui ¢ noueunoii He0OCMamouHoOCmoio

VY nanueHToB ¢ BBIPA)KEHHOM IOYEYHOH HEIOCTAaTOYHOCTHIO, HAXOAAIIUXCA HAa T€MOAMAIU3E,
J103a He JOJKHA IIPEBBIIIATE 7,5 MI' B CYTKHU.

VY nmanueHToB ¢ MOYEYHOW HEOCTATOUYHOCTHIO JIETKOW M CpeHEH CTENEeHM TSKECTH (KIUPEHC
KpeaTHHHUHA 0oJiee 25 MJII/MUH) KOPPEKIIUU 036l HE TpeOyeTcs.

Tayuenmol ¢ neyeHoUHOU HEOOCMAMOYHOCHbIO

VY nanueHToB ¢ HUPPO30M IeueH! (KOMIIEHCUPOBAHHBIM) KOPPEKIIUH J103bl HE TpeOyeTcsl.
Kombunuposannoe npumenenue

He cnenyer mnpumeHsaTs npenapar  OJHOBPEMEHHO C  JIPYTMMH  HECTEPOUIAHBIMU
NpOTUBOBOCTIANUTENbHBIMU Tiperniapatamu (HITBIT).

O6mas cyrouHas no3a npenapara Menokcukam, IpUMEHSIEMOTO B BUJI€ Pa3HBIX JIEKAPCTBEHHBIX
¢dopm, He T0JKHA TIPEBBIIATh 15 MT.

Ilayuenmul ¢ NOBLIUEHHBIM PUCKOM PA3GUMUS HEXHCENAMENbHBIX A6eHUl

Tak kak mNOTEeHUMANBHBIM pUCK HexenarenbHbIXx peakuuit (HP) 3aBucur or no3el u
IPOJOJKUTEIBLHOCTHU JIEUEHUS, CIEAYET NPUMEHATh MAaKCHMaJIbHO BO3MOXKHBIE HU3KHE J03bl U
JUTUTETbHOCTh TPUMEHEHUS.

MaxkcnMaibHasi peKoMeHayeMas CyTouHas 103a - 15 mr.

V marmeHToB ¢ oBbIIeHHBIM prickoM HP (3aboneBanus sxenynouno-kumiedynoro tpakra (JKKT)
B aHaMmHe3e, Haaudne (aKTOPOB PHICKA CEPACUHO-COCYTUCTHIX 3a00JIEBAHMI) PEKOMEHIYEeTCS

HaYMHATh JICUCHHE C JI03bI 7,5 MT B CYTKHU (CM. paszzaen 4.4).
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besonacHocth u 3ddekTUBHOCTh MpemnapaTa MeNnoKCMKaM y JaeTed miaame 12 jer 1o
MOKAa3aHUsM, OTJIMYHBIM OT IOBEHUJIBHOI'O PEBMATOMIHOIO apTPUTa, HE U3YUEHA.

Cnoco0 rmpuMeHeHus

BnyTps.

OO01yro CyTOYHYIO 03y CeyeT MPUHUMATh B OJJUH IIPUEM, BO BPEeMsl €JIbl, 3aIIBasi BOJIOH WIN
JIPYTOM KUJIKOCTBIO.

HenocraTouno nadopmamnmu mpeicTaBiIeHo O BIUSHUN CMEITUBAHUS U3MEITbYCHHBIX TaOJIETOK C
MMUIIEH UM KAIKOCTBIO.

Menoxcuxam, 7,5 me

Pucka mnpenHazHaueHa MCKIIOUMTENBHO [UIsl YHOPOILIEHHUS pas3felieHus TaOleTKu U ee
MporjaThIBaHMs, @ HE pa3/IeNICHUs Ha PaBHBIC 103bI.

Menokcuxam, 15 me

TabneTKy MOKHO Pa3IeluTh Ha PAaBHBIC JO3BI.

4.3. TlporuBomoxka3aHus

e [UNepuyyBCTBUTETHLHOCTh K MEJIOKCHKAMy WJIU K JIOOOMY W3 BCIIOMOTATEIbHBIX BEIECTB,
MEepPEUMCIICHHBIX B pazzene 6.1;

e [lonHOe WM HEMOJIHOE COYETaHHE OPOHXUATBLHOM aCTMBI, PEIUAUBUPYIOMIETO IMOIUIO03a
HOCa M OKOJIOHOCOBBIX TMa3yX, AHTHOHEBPOTHUYECKOTO OTEKa WU KPAMWBHUIIBI, BBI3BAHHBIX
HETIEPEHOCUMOCTBIO alleTUIICaTMImIoBo Kucnotel mwin apyrux HIIBIT u3-3a cymecTtByromiei
BEPOSITHOCTH MEPEKPECTHON YYBCTBUTEIHHOCTH (B TOM YHCJIC B aHAMHE3E);

e  DpO3HUBHO-S3BCHHBIE TOPAXKEHUS >KETyAKa W JBEHAALATUIIEPCTHON KHUIIKA B CTaIUH
000CTpeHus WK HEAaBHO NIEPEHECEHHBIE;

e BocnanutensHble 3a00JIeBaHUS KUIIIEYHUKA - 001€3Hh KpoHa UK SI3BEHHBIN KOJUT B CTaTUU
obocTpeHus;

o Tskenast meyeHOYHAs! HEIOCTATOYHOCTH;

e Tskenas mnoyedyHas HEIOCTATOYHOCTh (€CIM HE TMPOBOJUTCS TEMOIHANN3, KIUPEHC
kpeaTuHuHa MeHee 30 MII/MUH, a TakkKe TpPU TOJATBEPKICHHOW THUIEPKATHEMHH),
nporpeccupyloiiee 3a001eBaHe MOYEK;

e  AKTHUBHOE KENYT0IHO-KUIIIETHOE KpOBOTEUYEHHE, HEJJaBHO NEePEHECEHHBIE
1epeOpoBaCKYIISIPHBIE KPOBOTEUYECHHUS WITH YCTAHOBJICHHBIN AHAarHO3 3a00JIeBaHUI CBEPTHIBAIOIIEH
CUCTEMBI KPOBH;

e  BripaxkeHHas HEKOHTPOJIMpYEMas ceplieyHasi HeIOCTATOYHOCTh;
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e bepeMeHHOCTB;

e [lepuox rpyIHOr0 BCKapMIIMBAHHS;

e Tepanus mnepUONEPAaMOHHBIX OO0JIel NpU NPOBEIEHUH IIYHTUPOBAHHS KOPOHAPHBIX
apTepuii;

e Penxas HacneICTBEHHAss HENEPEHOCHMMOCTb TajaKTO3bl, NE(QULMT JIaKTa3bl JONapen HIu

TJIFOKO30-TaJIaKTO3Has Manba6cop6u1/m.

4.4. OcoOble yka3aHusi 1 MepbI NPeJIOCTOPOKHOCTH NPHU NPHUMEHEeHUH

HDI/IMGHSITL C OCTOPOXKHOCTBHIO IIPH:

- 3aboneBanusix JKKT B anamuese (si3BeHHOU Ooyie3HHM »kelyaka W 12-MepcTHOM KHIIKH,
3a00JICBaHUSAX TICYCHH ),

- XpOHUYECKOH cepaeuHoi HenoctarouHocTH (XCH);

- IOYEYHOW HEOCTaTOYHOCTH (KIupeHC kpeatnHuHa 30-60 Mi/MUH);

- UIIEMUYECKOM 00JIe3HH cepalia;

- HepeOpOBACKYISPHBIX 3a00JI€BaHUSAX;

- TUCITUNUAEMHUH / TULIEPIAUIUIEMUN;

- caxapHoOM Jiradere;

- COIMYTCTBYIOIIEH TepaInuu CIEAYIOIMMHU IpernapaTaMu: NepopaibHbIe INIIOKOKOPTUKOCTEPOUIbI
(I'KC), anTHKOoaryisiHTH (B TOM yucie BaphapuH), aHTHArPEraHThl, CEJIEKTUBHBIE MHIMOUTOPHI
o0paTHOro 3axBara CEpOTOHMHA (B TOM 4YHCIE LUTajgonpaM, (IyoKCEeTHH, MNapOKCETHH,
CepTpasuH);

- 3a00s1eBaHUAX NepUepudecKux apTepuii;

- IO>KUJIOM BO3pAacTe;

- nnurenbHoM npuMenenun HIIBII,

- KypeHHH,

- YaCTOM YTNOTPeOJICHUHN aJIKOTOJIS.

AJuIepruyeckue peakiimu

IIpu nmpumenennu mnpenapara MejloKCMKaM MOTYT Pa3BUBAaThCS TAKUE CEPHbE3HBIE PEAKIUU CO
CTOPOHBI KOXH, KaK 3KCHOIMATUBHBIA AepMaTUT, cuHapoM CtuBeHca-/[)KOHCOHA, TOKCUYECKUI
SMUJEPMANBbHBIA  Hekponu3. [loaTomy creayer yaenarb oco0oe BHHUMAHHE TMAlMEHTaM,
COOOINAOIUM O Pa3BUTHH HEKEIATEIbHBIX SBICHUI CO CTOPOHBI KOXKH U CIIM3UCTHIX 000JI0UEK,
a TaKKe peaklui TMOBBIIICHHOW YYBCTBUTEIHHOCTH K IpemapaTy, 0COOCHHO, €Clid MOJ00HbBIe
peaxkiuu HabJI0JaMUCh B TeUEHUE MPEIbIIYIIUX KypcoB JieueHHs. Pa3Butre moio0HbIX peakuuit
Ha0II01aeTcsl, Kak MpaBUilo, B TEUEHUE MEPBOro MecsIa jeueHus. B ciiydae nmosBieHus mepBbixX

MPU3HAKOB KOXKHOM CBHIMHM, W3MEHEHUH CIM3UCTHIX OOO0JIOYeK WU JPYIHX MPHU3HAKOB
4
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npenapara Menokcukam.

HaL[I/IeHTLI ¢ 3a00J1€BaHUSIMU KCITYAOYHO-KHIIICYHOI'O TPAKTa

[Taniuentol ¢ 3aboneBanusamu KKT momkHbl perynspHo HaOmogaThcs. [Ipu BO3ZHMKHOBEHUU
a3BeHHOro nopaxkeHust KKT uin xxenya04Ho-KUIIEeYHOro KpOBOTEYEHUs Ipenapat Menokcukam
HEO0OXOAMMO OTMEHUTD.

SA3Be1 XKKT, nepdoparust uiam KpoBOTeueHHsI MOTYT BOSHUKHYTH B Xoje npumenenus HIIBII B
a000e BpeMs, KaK MpU HaJUYUU HACTOPAKUBAIOLIUX CHUMIITOMOB WM CBEACHUN O CEPhE3HBIX
JKEIYJOYHO-KHILIEYHBIX OCJIOKHEHUSX B AHAMHE3€, TaK W IPH OTCYTCTBUM 3THUX MPU3HAKOB.
[TocneacTBus TaHHBIX OCJIOKHEHUH B 11€JI0M 00Jiee CEphEe3HbI Y JINIL TOKUIIOT0 BO3PACTa.

IIanpeHTEI ¢ 3a00JIeBaHUSIMU CEPACYHO-COCYINCTON CHCTEMEI

Ornucanbl cnyyan npu npueme HIIBII moBblmieHus pucka pa3BUTHS CEpPhE3HBIX CEpACYHO-
COCYAMCTBHIX TPoMOO030B, HH(ApKTa MHOKApAA, MPUCTYIa CTEHOKAPAUH, UIIEMUYECKON 00Ie3Hn
cep/iia, BO3MOXKHO CO CMEPTEIIbHBIM HCXOJOM. TakoW PHUCK MOBBIIACTCS MPHU JJIUTEIHHOM
MIPUMEHEHHUH TIpernapara, a TakKe y MalleHTOB C BBIIIEYKa3aHHBIMH 3200JICBAHUSIMU B aHAMHE3E
U TIPEPACIIONIOKEHHBIX K TAKUM 3a00JI€BaHUSIM.

ITamueHTEI ¢ 3a001€BaHUSIMH IOYEK

HIIBII unruOupyror B moykax CUHTE3 MPOCTArjaHAMHOB, KOTOPHIE YUYaCTBYIOT B MOJAJIEPKaHUN
noueunoit nepdy3uu. [Ipumenenue HIIBII y marueHTOB CO CHUYKEHHBIM TOUYEYHBIM KPOBOTOKOM
WIA YMEHBIIEHHBIM O0BEMOM LUPKYIMPYIOLIEH KPOBH MOXKET NMPUBECTH K JEKOMIEHCALUU
CKpBITO MpoTeKatomeld noyeuHoi Hemoctarounoctu. Ilocne ormensr HIIBIT ¢ynkius nmouex
O0OBIYHO BOCCTaHaBJIMBAETCA J0 MCXOJHOTO YpoBHs. B HauOosblueill creneHd pUCKy pa3BUTHUS
OTOM peakuWM IOABEP)KEHBl IOKMIIbIE ITAllMEHTHI, MAallMEHThl, y KOTOPBIX OTMEYaeTCs
neruapatanus, XCH, 1muppo3 mneueHw, HEPPOTHUYECKHH CHHIPOM MM OCTpble HapyIICHUs
(GyHKIMM TOYeK, MalUeHThl, OJHOBPEMEHHO MpPHUHUMAIOIINE JMYPETHUYECKHE CpEeJCTBa,
UHTHOUTOpPHI aHTHOTEeH3UHIpeBpamiatniero gepmenra (AIlID), antaronuctsl anruoreH3uH |l
pPELENnTOpOB, a TAKXKE MAIlMEHThI, NEPEHECIINE CEPbE3HbIE XMPYPrUYECKHE BMEIIATEIbCTBA,
KOTOpbIE BEAYT K TMIIOBOJIEMHUHU. Y TaKUX IMALIMEHTOB B Hayaje TEpalUU CIEAYET TIIATEIBHO
KOHTPOJIMPOBAThH ANYpe3 U PYHKIUIO MTOYEK.

JlnypeTukun

ITpumenenne HIIBII coBMecTHO ¢ TnypeTHKaMU MOKET IPUBOJUTE K 3a/I€PKKE HATPUS, Kalus U
BOJIbl, @ TAK)KE K CHUYKEHUIO HATPUNYPETUYECKOIO ACMCTBUSA MOUYETOHHBIX CPEACTB. B pe3ynbrare
JTOr0 Yy IPEIPACIOJIOKEHHBIX IAIMEHTOB BO3MOXHO YCUJICHHWE IIPU3HAKOB CEpPACUYHOMU
HEI0CTaTOYHOCTH WM runepTeH3uu. [1oaTomy HeoOXOoAuM THATEIbHbIN KOHTPOJIb COCTOSHUS

TaKUX IMAaUCHTOB, a TAK)XKXC Y HUX JOJDKHA NOAACPKHUBATHCA alCKBaTHAA ruaparamnus. I[O HayaJia

5
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JIeYeHUST HE0OX0IUMO UCCIeIoBaHnEe (DYHKITUHU JT0UYEK. B @%&Mggﬁﬂg@ﬂl&@gﬁl/ﬁfﬁﬁﬁﬁbﬂHoﬁ

TEpanuy cJeyeT TAKKe KOHTPOIMPOBATH (PYHKIIUIO MOYECK.

H3MeHeHue 1a00paTOpHBIX MOKAa3aTeae GYHKIUU IEYEHU

[Ipu nmpumenenunm npemnapata MenokcukaM (Tak ke, kak W OonpmuHcTBa Apyrux HIIBIT)
BO3MOXXHO SMHU30/IMYECKOE TOBBIIIEHHE AKTUBHOCTU TpPaHCAMHHA3 B CHIBOPOTKE KPOBH WU
JIpyrux Tmokasateneil (yHKUMM TedeHH. B OonbIIMHCTBE CilydyaeB 3TO MOBBIIIEHHE OBLIO
HEOOJIBIINUM U ITpeXoAsiuM. Eciin BbISIBIEHHbBIE N3MEHEHUS CYLIECTBEHHBI UJIM HE YMEHBLIAIOTCS
CO BpeMeHeM, mpemapaT MenokcuKaM clieyeT OTMEHUTh M MPOBOAUTH HAOIIOACHHE 32
BBISIBJICHHBIMH JIA0OPAaTOPHBIMU U3MEHEHUSIMU.

OcnabieHHbIE TAIIUEHTHI

OcnabiecHHBIC HIIH HNCTOIICHHBIC MAIIUCHTLI MOT'YT XYXKC IICPCHOCUTH HCKCIIATCIILHBIC ABJICHUSA, B
CBA3H C UEM, TAKHC MMAITUCHTHI JOJIKHBI TINATCIIBHO Ha6J'IIO,I[aTI>C$[.

Nudexnnonuble 3a00JI€BaHus

[Tomo6no npyrum HIIBII, npemapar MenokcukaM MOXET MAacKHPOBAaTh CUMITOMBI OCHOBHOTO
UHQEKIIMOHHOTO 3a00JIeBaHusI.

BcnomorarenbHbIe BEIECTBA

JlaHHbIi IpenapaT COIEPKUT JaKTo3y. B MakcuManbHON CyTOUHOM Jj03€ Mpenapara ¢ J03UPOBKOH
Mesokcukama 7,5 mr u 15 mr comepxkut 23,5 Mr u 47 Mr J1akTo3bl, COOTBETCTBEHHO. [Ipu penko
BCTpEUaroUIeiicsi HAcIeACTBEHHON HENMEepEeHOCHUMOCTH TalakTO3bl, ASQUIMTE JaKTa3bl Jonapein

WM TJII0KO30-TaIaKTO3HOM Manba6cop6u1/n/1 MNPUMCHATD 3TOT IIperiapaT HE CICAYCT.

45. B3aumopneiicTBHe ¢ JAPYIMMH JIEKAPCTBEHHbIMH IpenaparaMu M JApyrue BHIbI
B3aHMO/AeliCTBUA

Jlpyrue WHruOMTOpH CHHTEe3a mpocTaryaHauHoB, Bkmodas [KC wu  canuuwmnarer, -
OJTHOBPEMEHHBIM NpHEM C MEJIOKCHKaMOM yBenuuuBaeT puck oOpazoBanus s3B B JKKT u
JKEITyI0YHO-KUIIEYHbIX KPOBOTEUEHUH (BCIEACTBUE CHHEpru3Ma AectBus). OgHOBpEeMEHHBIN
npueM ¢ npyrumu HIIBII He pexomeHnayercs.

AHTUKOAryJlsiHTBl Ul TpUeéMa BHYTpPb, T€NapuH JUIsl CHUCTEMHOTO  IPUMEHEHHS,
TPOMOOJINTUYECKUE CPEJCTBA - OJHOBPEMEHHBIM NPHEM C MEJOKCHMKaMOM IMOBBIIIAET PUCK
KpoBOTeUeHHsl. B ciiydyae olHOBpEMEHHOTO MpUMEHEHUsI HEOOXOAUM TIIATEIbHBIH KOHTPOJIb 32
CBEPTHIBAIOIIEH CUCTEMOMN KPOBHU.

AHTUTPOMOOIIUTApHBIE — Tpernaparbl, HWHTUOMTOPbI OOpaTHOrO 3axBaTa CEpPOTOHMHA -
OIHOBPEMEHHBIM IIPHEM C MEJIOKCHKAMOM IIOBBIIIAET PHUCK KPOBOTCUEHUS BCIEICTBUE
WHTUOMPOBAaHMS TPOMOOUUTApHOW (QYyHKIMU. B ciydae OJHOBPEMEHHOTO NPUMEHEHUS

HE00XO0/IUM TIIATeIbHBII KOHTPOJIb 32 CBEPTHIBAIOIIEH CHCTEMON KPOBH.
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YMEHbILIEHUSI BbIBEJIEHUS €ro noukamMu. OJHOBPEMEHHOE IPUMEHEHHME MEJIIOKCHKaMa ¢
npernapaTaMM JIMTUSL HE pEKOMeHayeTcs. B ciydae HEOOXOAMMOCTH OJHOBPEMEHHOIO
IIPUMEHEHHUS PEKOMEHAYETCS TINATEIbHbIA KOHTPOJIb KOHLIEHTPALUHU JIUTHS B IIJIa3M€ B TECUECHUE
BCEro Kypca IPUMEHEHHUs [IPENapaToB JIUTHS.

Mertotpekcar - HIIBII cHukarT ceKpenuo METOTPEKCaTa OYKaMH, TEM CAMBIM, IOBBILIASI €TI0
KOHLEHTpaLuIo B 1maazMe. OJHOBpEMEHHOE IPUMEHEHUE MEJIOKCHKaMa U METOTpeKcarta (B J03€
6onee 15 Mr B Hezlen0) He peKoMeHayeTcs. B ciyyae 0THOBpEMEHHOT0 TPUMEHEHHsI He00X0AUM
TIIATEJIbHBIM KOHTPOJIb 3a PyHKIMEH mouek v (opMysIoi KpoBU. MenoKCHKaM MOKET yCUIUBATh
reMaToJIOrM4ecKyl0 TOKCHUYHOCTh METOTpEKcaTa, OCOOCHHO Y IAIUEHTOB C HapyllIEHUEM
¢yHkuu noyek. [Ipy coBMECTHOM NMPUMEHEHMM MEJIOKCHMKaMa U METOTpeKcaTa B TeueHue 3-X
JHEN BO3PACTaeT PUCK MOBBILIEHHUS TOKCUYHOCTHU TIOCIIEIHETO.

Konrpauenuus - ects ganssle, yto HIIBIT MoryT cHmxath 3(p¢GEKTUBHOCTh BHYTPUMATOUYHBIX
KOHTPALEHTUBHBIX YCTPOUCTB, OJJHAKO ATO HE JOKA3aHO.

Huyperuxu - npumenenue HIIBII B cmyuae 00e3B0k1BaHNs NALIMEHTOB COMPOBOXKIAETCS PUCKOM
pa3BUTHS OCTPOU NTOYEYHON HEAOCTATOUHOCTH.

['mnoren3uBHble cpenacTBa (Oera-agpeHoOs0oKaTOpbl, MHruOuTopsl AIID, BasogmIaTaToOpsI,
nuypetukn). HIIBII cHmxatoT 3 pexT runoTeH3uBHBIX CPEACTB, BCIEICTBUE MHTMOMPOBaHUS
CHUHTE3a MPOCTarjIaHInHOB, 00JaJal0INX Ba30AUIATUPYIOIIMMH CBONCTBaAMHU.

AHTaroHucTsl aHruotreH3uH-1| penenropos, Takxke, kak U UHrHOMTOpH AIID Mpu coBMecTHOM
npumeHennn ¢ HIIBII ycunuBaroT cHMXeHHE KIyOOUYKOBOM (PUIBTpAlMM, YTO, TEM CaMBbIM,
MOJKET MPUBECTH K Pa3BUTHIO OCTPOW MOYEUHOH HEJOCTaTOYHOCTH, OCOOEHHO y MAI[MEHTOB C
HapylieHneM QyHKIUU TOYeK.

Konectupamun, cs3biBas MesnokcukaM B JKKT, mpuBoauT k ero 6osiee ObICTpOMY BBIBEJIEHUIO.
HIIBII, oxasbiBasg JAcicTBUE Ha  IOYEYHBIE IPOCTAIVIAHAMHBI, MOTYT  YCHUJIMBATh
HE(POTOKCUYHOCTh [IUKJIOCIIOPUHA.

ITemerpekcen - mpyu OTHOBPEMEHHOM IPUMEHEHUN MEIOKCUKAMA U ITIEMETPEKCE1a y MTallUEeHTOB €
KJIMPEHCOM KpeaTuHUHa OT 45 10 79 MJI/MHMH NpHeM MelTOoKCHKaMma CleAyeT IPeKpaTUTh 3a MATh
JTHeH 70 HayaJla MpueMa neMeTpeKce1a U BO3MOXKHO BO30OHOBUTH uepes3 2 JHs Mociie OKOHYaHUS
npuema npenapara. Eciu cymectByeT He00X0JUMOCTh B COBMECTHOM IPUMEHEHUHU MEJIOKCHKama
U MeMeTpeKcea, TO MalMeHThl T0JDKHBI HaXOAUThCS MO/ THIATEIbHBIM KOHTPOJIEM, OCOOEHHO B
OTHOLIEHUH MHuenocynpeccun U Bo3HMKHOBeHHA HP co croponsl JKKT. V maumentoB c
KJIMPEHCOM KpeaTHHHHA MeHee 45 MJI/MUH NPUEeM MEJIOKCHKaMa COBMECTHO C IMEMETPEKCEI0OM He

PEKOMEHIyeTCS.
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[Tpu mprMEHEHUH COBMECTHO C MEJIOKCUKAMOM ﬂeKapCTﬁ%;rQ%ﬁ%g%%iﬁe O6iHaror

u3BecTHOUM criocobHocThi0 MHTHOUpPOoBaTh CYP 2C9 u/umn CYP 3A4 (wim MeTtabonu3upyroTcs
IIPY YYaCTHH 3TUX (DEPMEHTOB), TAKMX KaK IMPOU3BOHBIE CYITb(OHMIMOUEBUHBI WM TPOOCHELUI,
cileflyeT NIPUHUMAaTh BO BHUMAHNE BO3MOXHOCTh (DapMaKOKHHETHYECKOTO B3aUMOJICHCTBHUS.
[Tpu coBMECTHOM IPUMEHEHHUH C EPOPAIbHBIMU TMIIOTIMKEMUYECKUMU CPEJICTBAMHU (HAIIpUMeED,
OPOM3BOJHBIMU  CYJIb(OHUIMOYEBHHBI,  HATEIJMHHUIOM)  BO3MOXKHBI ~ B3aMMOJICHCTBHA,
onocpenoBanHbie CYP 2C9, koTopble MOTYT IPUBECTU K YBEJIUYEHHUIO KOHLIEHTPALMU KaK 3THX
JIEKapCTBEHHbIX CpEACTB, TaK M MeJIOKCMKamMa B KpoBU. [lanuMeHThl, OJHOBPEMEHHO
IPUHUMAIOIME MEIOKCUKaM ¢ IpenapaTaMy Cylb(OHUIMOYEBUHBI WM HATETIIMHUA, JOJKHBI
THIATEJIbHO KOHTPOJIMPOBATh KOHIEHTPALMIO TJHOKO3bl B KPOBH H3-3a2 BO3MOXHOCTU Pa3BUTHUSA
TUIOTJIMKEMUH.

[Ipy OQHOBpEMEHHOM NPUMEHEHHMH AaHTAlMJOB, LMMETUAMHA, JUIOKCHMHAa M (ypoceMuaa,

3HAa4YNMBIX Q)apMaKOKHHCTI/I‘ICCKI/IX B3aHMOHCﬁCTBHﬁ BBLISBIIEHO HE OBIIO.

4.6. DepTUIBHOCTD, 0€PEMEHHOCTD U JIAKTALUA

bepeMeHHOCTH

[Tpumenenue npenapata MenokcukaM MPOTHBOIOKA3aHO BO BpeMs OEpeMEHHOCTH (CM. pasjen
4.3).

Jlakranus

N3BsectHo, uro HIIBII mpoHukaroT B IpyaHOE MOJOKO, IO3TOMY IIPUMEHEHME IIperapara
Menokcukam B IepuoJi TpPyAHOI0 BCKapMIIMBAaHUS IPOTUBOMOKA3aHO (CM. pa3zaen 4.3).

DdepTUabHOCTD

Kak mnpenapar, WHruOMpyroomuid CHHTE3 LHKIOOKCUI€HA3bl/IPOCTArJaH/InHOB, Ipenapar
MenokcrukamM MOXKET OKa3bIBaTh BIUSHUE HA (DEPTHIBLHOCTD, U MOATOMY HE PEKOMEHIYETCS ero
MPUMEHEHHUE Y >KEHIINH, MIAaHUPYIOMINX OepeMeHHOCTh. MeNoKCHKaM MOXET MPUBOIUTH K
3aACPKKE OBYIISAIINH. B cBsa3u ¢ sTuUM Y KCHIIWH, HUMCHOIINUX HpO6J’IeMI:;I C 3a4atuemM u
MPOXOJISIIIMM 00CIIeIOBAaHUE TI0 TMOBOY MOJOOHBIX MPOOJIeM, pEKOMEHIYETCsS OTMEHA MpueMa

npenapara Mejgokcukam.

4.7. BJausiHMe HA CNOCOOHOCTH YNPABJATH TPAHCHOPTHHIMHU CpeICTBAaMHU M padoraTh ¢
MeXaHUu3MaMHu

CrienuanpHbIX KIMHUYECKUX HCCIEIOBaHMN BIMSHUS Ipenapata Ha CIOCOOHOCTH YIPaBISATh
TPAHCIIOPTHBIMU CPEACTBAMU M MEXaHU3MaMu He NpoBoauioch. OIHAaKO NpU YIpaBIEHUU
TPAHCHOPTHBIMM CPEJICTBAMHU U PabdOTE C MEXaHM3MaMHU CIIeAyeT NMPUHMMAaThb BO BHUMAaHME

BO3MOXXHOCTh PAa3BUTHUSl TOJOBOKPYKEHHUS, COHJIMBOCTH, HAapyUICHHUs 3pEHUS WIH JIPYrHX
8
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HapyIIEHUA CO CTOPOHBI LIEHTPAIbHON HEPBHOM cncf%:m;réﬁglg%@@eg %c';k’;ﬁ%c-’;ﬁan

OCTOPOIKHOCTDb IPpH YIIPABJICHUHN TPAHCIIOPTHBIMU CPCACTBAMU U MCXAHU3MAMU.

4.8. HexxesaTesibHbIE peaKIIUU

Pesrome nmpoduisg 6esonacHOCTH

B xone mpoBeAEHHBIX KIMHUYECKHUX MCCIIEOBAHUM, MOCTPETUCTPAIIMOHHBIX HCCIIEIOBaHUN
0€30IacCHOCTH ¥ M0 pe3ylbTaTaM CIOHTaHHBIX COOOIIEHHH, Hanbojee Cephbe3HBIMU
HEKENaTeNIbHBIMU  PEaKIUSIMU MeJOKcHKama  ObLIM: aHa(pUIaKTUYECKUN IIOK,
AQHTMOHEBPOTUYECKUI OTeK, aHa(UIaKTOUTHBIE peaxiuu, npyrue peakuuu
THIEPYYBCTBUTEIILHOCTH HEMEUIEHHOTO THIA, TOKCHYECKHH OSIHICPMAIBHBIA HEKPOJIHU3,
cuaapom CrtuBeHca-/[>KoHCOHA, OYJUIE3HBIN JepMaTUT, MHOTO(GOPMHASI IpUTEMA, CKPBITOC HIIH
SBHOE KENyJI0YHO-KuIeuHoe KpoBoreueHue, nepdopanus XKKT, racrpoayoneHanbHbie SI3BHI,
OpoHXHajbHas acTMa Yy MAllMEHTOB C aJJIEPrueil K aleTUICATUIIIIOBON KHUCIOTe WIN APYTrUM
HIIBII, octpas no4yeynasi HeI0OCTaTOYHOCTb.

Yarie Bcero perucTpupoBaINCh TAKHE HEKENATENbHbIE PEaKINU, KaK TOJIOBHASL 00JIb, H3MEHEHNE
HACTPOEHHUs, 00JIb B KHUBOTE, AUCIICTICUS, TUapesi, TOIIHOTA, PBOTA.

Pe3roMe HekenaTeIbHBIX PeaKIUN

YacToTra HexenaTeNbHBIX peEaKIMi Obla ONpejeieHa B COOTBETCTBUU C KIaccU(UKalMen
Bcemupnoii opranuzamnuu 3apaBooxpanenusi (BO3): ouens yacto (> 1/10); wacto (= 1/100 u
< 1/10); mewacro (> 1/1000 u < 1/100); peako (= 1/10000 u < 1/1000); ouens penko (< 1/10000);
94acTOTa HEM3BECTHA (HE MOXET OBITh YCTAHOBJIEHA Ha OCHOBAHUHU MMEIOIINXCS TaHHBIX).
Hapywenus co cmoponvl kposu u aumgpamuyeckoii cucmemol

Heuacrto — anemus;

Penxo — m3MeHeHUs 4Yucia KIETOK KPOBM, BKIIOYAs M3MEHEHUS JIEHKOIUTapHOU (HOopMyIbl,
JeUKOIEeHHsI, TPOMOOIIUTONIEHUSI.

Hapywenus co cmopoHnvl uMMyHHOU cucmembl

Heuacro — apyrue peakuuu runepyyBCTBUTEILHOCTH HEMEAJIEHHOTO TUTIA™,;

YacroTa HeM3BecTHA — aHA(PUIAKTUYECKUH MOK™*, aHa(UITAKTOUTHBIE PEAKIIUU™.

Tcuxuueckue napywenus

Yacto — n3MeHEeHUe HaCTPOCHUA ™,

YacroTa HeM3BECTHA — CIIYTaHHOCTh CO3HAHMS*, I€30pHUEeHTaLINsA ™.

Hapywenus co cmoponvl HepeHOll cucmembl

YacTo — rosoBHas 00Jb,

Heuacto — ronoBokpykeHue, COHIMBOCTb.

Hapywenus co cmoponvl opeana 3penus
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(NOCNEQCBATENEHOCTE 0003)

Penxo — KOHBIOHKTHUBUTY.

Hapywenus co cmoponul opeana ciyxa u rabupunma

Heuacto — BepTuro;

Penxo — HapyiieHus 3peHusi, BKJIKOYasi HEYETKOCTb 3peHus ™, yM B yIax.

Hapywenus co cmoponvl cepoya

Penko — omymienue cepaiieOneHus.

Hapywenus co cmoponul cocyoos

Heuacto — noBbllieHrEe apTepuanbHOIO JaBJICHUS, YyBCTBO «IIPUIUBa» KPOBU K JIHUILY.
Hapywenus co cmoponsl OvixamenbHOU cucmemsl, Op2aHo8 epYOHOLL KIeMKU U CPedOoCHeH s
Penko — OponxuaiibHas acTMa y MalMEHTOB C aJUIEprueil K aleTUJICATHIIMIOBON KUCIOTE WIIU
npyrum HIIBII.

Kemyoouno-kuuieunvie HapyueHus

Yacrto — 60116 B )KUBOTE, TUCHETICHS, TUapes, TOLUTHOTA, PBOTA;

Hewacto — cKkpbITOE WM SIBHOE JKEITYIOYHO-KHIIEYHOE KPOBOTEYCHHE, TaCTPHUT™, CTOMATHT,
3amnop, B3AyTHE )KHBOTA, OTPHIXKKA,

Penko — ractpoayoieHaIbHBIE S3BbI, KOJIUT, 330(arur;

Ouenb peaxo — neppopanus KKT.

Hapywenus co cmoponvl neuenu u yHenueableo0auux nymeti

Heuacto — TpaH3uTOpHBIE M3MEHEHUs MOoKa3areied (QYHKIUMU MeYeHu (HampuMep, MOBBIIIEHUE
AKTMBHOCTH TPaHCAMHHA3 WM KOHIICHTPAIlMK OMIHpyOrHa);

OdeHb peKo — renaTuT™.

Hapywenus co cmoponsl Kodtcu u noOOKONCHbIX MKAHeEL

HeuacTo — aHTHOHEBPOTUYECKHI OTEK™, 3y, KOJKHASI ChHITIb,

Penxo — Tokcuyeckuil snuaepManbHbIA Hekponusz*, cuHapoM CtuBeHca-/[KoHCOHA*,
KpanmuBHUIIA;

Ouenb peako — OyIIe3HbIH JepMaTuT®, MHOroopMHas sputemMa™;

Yacrora Hen3BecTHA — POTOCEHCHOMITH3AIINS.

Hapywenus co cmoponvl nouex u mouesvbi8o0sauux nymeil

Hewacto — u3meHeHus mokazareneil (yHKIIMM MouYeK (TMOBBLIINICHWE YPOBHS KpPEaTMHHUHA W/WIIN
MOYEBHHBI B CHIBOPOTKE KPOBH), HAPYIICHUS MOUYCHUCITYCKAHHS, BKJIIOUYAsh OCTPYIO 3aJEPIKKy
MOUH*;

OdeHb peIKo — OCTpast MOYeYHast HEIOCTATOYHOCTH .

Hapywenus co cmopoHnvl penpo0yKmusHoU cucmembvl U MOJIOYHBIX JHcene3

Heuacro — no3ausist oBynauus™;

Yactora Hen3BecTHA — OECIIOANE Y )KCHIIUH™.
10
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HP, 3apeructpupoBaHHbIE IPU MOCTMAPKETHHIOBOM H}bgllv;le;ﬁgl%d;['; Eﬁ‘ﬂgg]ggﬁl)'ﬁfﬁ; ¢ B;I%MOM

npenapara pacleHHUBaJIach Kak BO3MOKHAsI, OTMEUEHBI 3HAKOM *.

Onucanue OTACIBHBIX HCXKCIATCIbHBIX DeaKI_[I/If/'I

CoBMECTHOE TPUMEHEHUE C JICKAPCTBEHHBIMHU CPEJCTBAMHU, YTHETAIOMIMMHM KOCTHBIM MO3T
(HampuMep, METOTPEKCaT) MOXKET CIIPOBOIIUPOBATH ITUTOTICHUIO.

KenynouHo-kuie4yHoe KPOBOTEUCHHUE, s13Ba WK Mepopaiusi MOTYT MPUBOJUTH K JIETATEHOMY
UCXOJly.

Kak u gna apyrux HIIBII, He wuCKIIO4arOT BO3MOXHOCTH TMOSBJICHUS HWHTEPCTUIMATIBLHOIO
HedpuTa, TIIOMEPYIOHEPPHUTA, TOYSHHOT'O METYJUIIPHOTO HEKPO3a, HE(YPOTHUECKOTO CHHAPOMA.

eTH

YuuThiBasi, 4YTO TIOKa3aHUE FOBEHUJIBHBIM PEBMATOUIAHBIM apTPUT OTHOCUTCS TOJIBKO K
OTpefieieHHOM Tpymme aeTel Becom Oosiee 60 Kr, okumgaeTcs, 4to Npoduib OE30MacHOCTH
npernapata OyJaeT TakuM e, Kak y B3pocibix. [Ipoduib Oe3omacHocTH, HaOMOJaeMblii B
COOTBETCTBYIOIIMX  KJIMHUYECKHX  MCHBITAHMSIX C  y4acTHeM  JeTed, a  Takke
MOCTPETUCTPAIIMOHHBIX HCCIEAOBAHUAX, HE IMOKa3al CYIIECTBEHHBIX pa3IMyuil B MPOPHIIIX

0€30I1aCHOCTH C TAKOBBIMHU Y B3pOCIIbIX.

Co0011eHne 0 MoI03PEBAEMBIX HEXKEIATEIBHBIX PEAKIIHIX

Baxxno cooOmarb 0 NOJ03PEBAEMBIX HEXKENATENbHBIX pEaKUusX I0ClIe PETUCTpaluu
JIEKapCTBEHHOTO Iperapara ¢ Lelibl0 00ecreyeHns HepepbIBHOIO MOHUTOPUHTAa COOTHOILICHUS
«TI0JIb3a-PUCK» JIEKAPCTBEHHOI0 IpenapaTa. MeAMLIMHCKUM pPAaOOTHUKAM pPEKOMEH]yeTCs
co001aTh O JIIOOBIX MOJ03PEBAEMBIX HEXKENATENIbHBIX PEAKIUAX JEKapCTBEHHOTO Ipernapara
yepe3 HallMOHAJIbHBIE CUCTEMbI COOOIIEHHS O HEXENIATeNbHbIX PEaKIUsIX roCy/1apCTB — YJIEHOB
EBpa3uiickoro 53K0OHOMHUYECKOTr0 COI03a.

Poccuiickas ®enepanus

®denepanbHas ciyx0a Mo Haa30py B chepe 31paBOOXpaHEHHUS.

Anpec: 109012, r. MockBa, CraBstHCKasl TUIOIIaab, 1. 4, cTp. 1

+7 800 550 99 03

OnekTponHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B uHGOPMaIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHEeT»:

https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka
CumMnTOMBI

JlaHHBIX O cilydasix, CBSI3aHHBIX C MEPEA03UPOBKOI Mpenapara, HAaKOIIIEHO HEJOCTaTOYHO.
11
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CIIy4asix: COHJIMBOCTb, HAPYIICHHS CO3HAHUS, TOITHOTA, PBOTA, OOJIU B SIUTACTPUH, KETYTOUHO-
KHUIIIEYHOE KPOBOTEUYEHHE, OCTpas IMOuYeyHash HEIOCTATOUYHOCTb, M3MEHEHHs apTepUaTIbHOIO
JIaBJICHMS, OCTAHOBKA JBIXaHMS, AaCUCTOIHUS.

JleueHue

AHTHJIOT HE W3BECTEH, B Cilydyae MEpelO3MPOBKH IperapaTra CleAyeT IMPOBECTH: 3BAaKyaluio
COJIEPKUMOTO KeJTyJlKa U OOIIyl MojjepkuBatonlyo Tepanuio. KoiectupamMuH yckopsieT

BBIBCACHUEC MCJIOKCHKaMa.

S. ®APMAKOJIOTTYECKHE CBOMCTBA
5.1. ®apmakoaMHaAMHYecKHe CBOlicTBa

dapmakoTepaneBTUUCCKAsd TPYNIIA. IIPOTUBOBOCIIAJIMUTCIBHBIC W  IHIPOTHBOPCBMATHYCCKHEC

nperaparbl; HCCTCPOUAHBIC IIPOTUBOBOCIIAJIMTCIIBHBIC WM IIPOTHUBOPCBMATHYCCKHUC IIPCIIApaThI;
OKCHUKaMBlI.

Kox ATX: MO1ACO6.

MexaHu3M ASHCTBHUS U d)aDMaKOHHHaMI/I‘IeCKI/IC Sd)d)eKTbI

MeirnokcrukaMm SBJISETCS HECTEPOMIHBIM MPOTHMBOBOCHAIMTEIBHBIM IIPENAPATOM, OTHOCUTCS K
IIPOU3BOJHBIM JHOJIOBOM KHCJIOTHI M OKa3bIBA€T MPOTHUBOBOCHAIUTEIBHOE, aHAJIBIETUYECKOE U
AHTUIIMPETUYECKOE JEeWCTBUE. BhIpakeHHOE NPOTHBOBOCHAIUTEIBHOE JEUCTBUE MEIOKCHKAMA
YCTaHOBJIEHO Ha BCEX CTaHAAPTHBIX MOJEIISAX BOCIAJICHMS.

MexaHu3M JEWCTBUS MEJIOKCHMKamMa COCTOMT B €ro CIOCOOHOCTH MHIMOMpOBAaTh CHUHTE3
IIPOCTArIaHANHOB — U3BECTHBIX MEANATOPOB BOCIIAIICHMUS.

Menokcukam in VIVO WHTHOMPYET CHHTE3 MPOCTArjaHAMHOB B MECTE BOCHAJICHUS B OOJbIICH
CTETIEHH, YeM B CIIM3UCTON 000JI0UKE JKeTyAKa UIIH MTOYKaAX.

OTH pa3nuuusl CBsI3aHbl ¢ 00JIee CENICKTUBHBIM HHIMOMPOBaHUEM HuKIookcureHasbl-2 (110I-2)
o cpaBHEHHWIO C muKIookcureHasoi-1 (LJOI'-1). Cuwmraercs, uro wunrubOuposanwme L[[OI-2
obecrieunBaetr TepaneBTuueckue aAeiictBus HIIBII, Torma kak WHTrHOMpOBaHHWE TOCTOSTHHO
npucytcTByroniero nzodpepmenta L{OI'-1 MoxeT ObITH OTBETCTBEHHO 3a MOOOYHBIE IEHCTBHS CO
CTOPOHBI XKelyKa 1 noyeK. CenekTUBHOCTh MeJloKcukaMma B otHomeHuu [{OI'-2 noarsepxieHa
B Pa3JIMYHBIX TECT-CHCTEMaX, Kak IN Vitro, Tak u in vivo. CeneKTHBHAS CIIOCOOHOCTh METIOKCHKaMa
uHruoOuposare [{OI'-2 mokazaHa mpu MPUMEHEHUH B KayeCTBE TECT-CHUCTEMbI LIEbHON KpOBHU
YeJIoBeKa in vitro. YCTaHOBJIEHO, YTO MEJIOKCHKaM (B 103ax 7,5 1 15 Mr) akTuBHee HHTHOHPOBa
LIOI'-2, okasbiBasi OoJjblliee MHTUOMpYIOLIee BIUSHUE Ha MPOAYKLHUIO MpocTarinanauHa E2,
CTUMYJIMPYEMYIO JIMTIOTIOJICaxapuaoM (peakius, koutpoiaupyemas [{OI-2), yem Ha MpOAYKITHIO

TpOMOOKCaHa, Y4YacTBYIOLIErO B TPOIECCE CBEPTHIBAHUS KPOBHU (peakuus, KOHTPOJIUpyemas
12
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LOT-1). OTu 3¢ dexTs 3aBUCENH OT BEIHMYUHB JT035I. B%&@ons'éxﬁm@}%% I';'I-gl?agéll;l(;!,] 4TO

MeJoKCcHKaM (B 103ax 7,5 Mr u 15 Mr) He oka3bIBaeT BIUSHUS Ha arperanuio TpOMOOLUTOB U
BpPEMS KPOBOTEUEHUSI.

B xnunnueckux uccnenopanusx HP co croponsl XKKT B 1ie10M BO3HUKAIM peke MPH MIpUEME
Mesnokcukama 7,5 mMr u 15 mr, yem npu npueme npyrux HIIBII, ¢ koTtopsiMu mpoBOAMIOCH
cpaBHeHHe. D10 pasnuuue B yactore HP co ctopons! JKKT B ocHOBHOM CBSi3aHO € T€M, UTO HpHU
npreMe MeJIOKCUKaMa peske HaOJII0JalIMCh TaKKe SIBICHUS KaK JUCIICTICHS, PBOTA, TOIIHOTA, 60JIb
B wuBoTe. Yacrora mepdopanuii B Bepxaux otaenax KKT, s3B m KpoBOTEUEeHHI, KOTOpHIC

CBA3BIBAJIMCH C IPUMEHCHUEM MCIIOKCHKaMa, ObLIa HU3KOM U 3aBHCEJIA OT A035bI IIpC€riapara.

5.2. @apmaKkoKHHEeTHYECKHE CBOIiCTBA

AGcopbuus

Menokcukam xoporio BcacbiBaeTcs: u3 JKKT, o ueM cBHIETENbCTBYET BBICOKas aOCONIOTHAs
o6uonoctynHocth (90 %) mocne nmpuema npemnaparta BHYTpb. [locie oqHOKpaTHOTO MPUMEHEHUS
MeJIOKCHKamMa MaKCuMallbHas KOHLEHTpauus Menokcukama B Iia3Me (Cmax) OCTHraercsi B
TedeHue 5-6 yacoB. OJHOBPEMEHHBIN MpPUEM MUIIY U HEOPTaHUYECKUX aHTAIUIO0B HE U3MEHSET
BcaceiBanue. [Ipu mpuMeHeHuM npenapara BHYTpPb (B Ao3ax 7,5 Mr u 15 Mr) KOHILIEHTpaluu
MeJIOKCHKamMa MpOMOpLUUOHANBbHEl  J03aM. PaBHOBecHOe cocTosHHE (apMAKOKUHETHKHU
JocTuraercs B mpenenax 3-5-tu gHeil. JMama3oH paznuudii MEXIy MaKCUMaJIbHBIMU U
0a3anbHBIMU KOHLIEHTPALMSIMU MEJIOKCHKaMa I0ocJie €ro nprueMa OJIMH pa3 B IeHb OTHOCHTEIbHO
HEBEJIMK U COCTABIISET IpU NMpUMeHeHUH 103kl 7,5 Mr — 0,4-1,0 MKr/MJ1, a py IPUMEHEHUH 1035l
15 mr — 0,8-2,0 MKr/mut (TpUBEICHBI, COOTBETCTBEHHO, 3HAYCHUS MUHUMATHHOW KOHIICHTPAIIUN
(Cmin) 1 Cmax B TIEpUOJ PABHOBECHOT'O COCTOSIHUSI (papMAaKOKHHETHKH), XOTS OTMEYaINUCh U
3HAUEHUs, BBIXOASINME 3a yKa3aHHbIM Auana3oH. Cmax B INEPHOJ PAaBHOBECHOTIO COCTOSHHUSA
(apMaKOKUHETHKH JOCTUraeTcs yepe3 5-6 4acoB mocie npuemMa BHyTpb.

Pacnopenenenune

MenokcukaM OYeHBb XOPOIIO CBSI3BIBACTCA C OEJNKaMU IJIa3Mbl, B OCHOBHOM C aJIhOYMHUHOM
(99 %). IlpoHuKaeT B CHHOBHAIBHYIO YXHJIKOCTh, KOHIICHTPAIUS B CHHOBHUAIBHOM >KUIKOCTH
cocraBnsier npumepHo 50 % koHueHTpauuu B Tuiazme. OO0beM pacmpeseNieHus Tocie
MHOTOKPAaTHOTO MpueMa BHYTpb MeJOKcHKama (B J03ax oT 7,5 Mr o 15 Mr) cocTaBisieT 0KoJIo
16 1, ¢ koappurnmentom Bapuaruu ot 11 10 32 %.

Buorpancdopmarnus

MenokcukamM TOYTH TIOJHOCTHIO MeTabonm3upyeTcss B TI€YeHH C oOpa3oBaHueM 4-X
bapmMaKoIOTHYECKH HEaKTHUBHBIX MIPOU3BOIHBIX. OcHoBHOM MeTabouT,

5'- kapbokcumenokcukaM (60 % OT BeIMUMHBI J03bI), OOpa3yeTcss MyTeM OKUCICHHS
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9KCKPETUPYeTCs, HO B MeHbIeil creneHu (9 % ot BenwuuHbl 103b1). McciaemoBanus in Vitro
MOKAa3ajd, 4YTO B JIAHHOM METaOOJIMYECKOM MpEeBpalleHuH BaxHYH poib urpaer CYP2C9,
nonojiHuTebHOe 3HaueHue wumeer uzopepmeHT CYP3A4. B oOpasoBaHum JAByX JpYyrux
MeTaboIUTOB (COCTABISAIONINX, COOTBETCTBEHHO, 16 % u 4 % OT Benu4MHBI 103bI Iperapara)
MIPUHUMAET y4acTue MEePOKCUIa3a, aKTUBHOCTh KOTOPOM, BEPOSITHO, MHAUBUAYAIbLHO BapbUPYET.
DJIMMHUHALMS

BreiBonuTcss B paBHOW cCTeleHU dYepe3 KHUIICYHHUK W MOYKAMH, MPEHMYIIECTBEHHO B BHJE
MeTabonuToB. B HeM3MeHEeHHOM BHJE Yepe3 KUIICYHUK BBIBOJUTCS MeHee 5 % OT BeTUYHHbI
CYTOYHOH 1031, B MOYE B HEH3MEHEHHOM BH/JIE MEJTIOKCHKaM OOHAPYKHBAETCS TOJIBKO B CIIETOBBIX
konuuecTBax. CpeaHuil epro/] MoayBbIBEACHHS MEJOKCMKaMa BapbupyeT oT 13 110 25 yacos.
[1na3MeHHBIA KIMPEHC COCTaBIseT B cpeiaHeM 7-12 MII/MUH TOcCji€ OJHOKPATHOIO MpHeMa
MeJOKCHKaMa.

[ToyeyHas ¥ IeUCHOYHAS HEAOCTATOYHOCTD

HenocratouHocTh (yHKIMH TICUYCHHU, a TakKe c1ab0 BBIpaXCHHAs MOYCYHAs] HETOCTATOYHOCTH
CYILIECTBEHHOTO BJIHUSHUS Ha (apMaKOKMHETHKY MEJOKCHKamMa He oka3biBaeT. CKOpOCTh
BBIBEJICHUSA MEJIOKCMKaMa M3 OpraHrM3Ma 3HAUWTEIbHO BBIIIE Yy MAIMEHTOB C YMEPEHHO
BBIPAKEHHOU TTOYEYHOM HEJOCTATOYHOCThIO. METOKCHKaM XyKe CBS3BIBACTCS C OETTKaMH TIJIa3Mbl
Yy HAUEHTOB C TEPMUHAIBHOM MOYEYHOW HEIOCTATOYHOCTBHIO. [IpM TepMUHAIBHON MOYEYHOU
HEJOCTAaTOYHOCTH YBEIWYEHHE O0beMa paclpeielieHuss MOXKET MPHUBECTH K 0ojiee BBICOKUM
KOHIIEHTpAUsM CBOOOJHOTO MEIOKCHKaMa, MOITOMY y ITHX MalMeHTOB CYTOYHasl 103a He
JIOJ>KHA TPEBBIIIATE 7,5 MT.

[TanmeHThl TOKWJIOT0 BO3pacTa

[Toxxunple mManUMeHTB 10 CPAaBHEHHIO C  MOJOJABIMHM  IMAIMEHTAaMH HUMEKT CXOIHbBIE
(bapMaKOKUHETHYECKHE TIOKa3aTean. Y MOXKUJIBIX MAllMeHTOB CPEeHUM MIa3MEHHBIH KIUPEHC B
NepUOJ] PABHOBECHOI'O COCTOSHUS (apMAKOKMHETHMKHM HEMHOIO HIDKE, YeM Y MOJIOJIBIX
MAalAEeHTOB. Y KEHIIMH TMOXXHIIJIOTO Bo3pacTta Ooisiee Bbicokue 3HavueHus AUC (mmomans mon
KPUBOW KOHIICHTPALMA-BpPEMs) M JUIMTEIbHBIM INEpPHOJ TMONYBBIBEJACHHUS, IO CPaBHEHUIO C
MOJIOJIBIMH MTallMEHTaMU 00OUX IMOJIOB.
eTH

Crmax (-34 %) 1 AUCo-(-28 %) ObutH HIDKE Y IETEH MITaIero Bo3pacra (2-6 JeT) Mo cpaBHEHUIO
c Oonee crapieil Bo3pacTHoi rpynmnoi (7-14 ner), a KIupeHc npenapara (¢ mornpaBKoi Ha Maccy
TeNa) y MIAAmMX jgeredl Obll Oojiee BBICOKMM. PEeTpoCIeKTHBHOE CpaBHEHHE C B3POCIBIMU

MOKa3aJi0, YTO KOHIEHTPALlMKU MEJIOKCHKaMa B TUIa3Me y JEeTel CTaplIero Bo3pacTa U B3pPOCIBIX
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CXOIHBI. Y nereil 00enx BO3PACTHBIX T'PYII TEPHOT nd%a%&%%“Je@MgﬁME:ﬁé :f'I:J'IEabMLI

ObLT cx0mHBIM (13 9) U HECKONIBKO 00JIee KOPOTKHUM, YeM Y B3pocibix (15-20 ).

6. ®PAPMAIIEBTHUYECKHWE CBOWCTBA
6.1. IlepeyeHb BCIOMOTaTeJbHBIX BEllleCTB
Harpus uurpara guruapar

JlakT03BI MOHOTHIPAT

[enmrosi03a Mukpokpucramuimdeckas 200
IMoBunmou K25

Kpemuus 1MOKCUI KOJITOUAHBIN

Kpocnosunon

Marnus cteapar

6.2. HecoBMecTUMOCTH

He npumennmo.

6.3. Cpox rogHocTH (CPOK XpaHeHUsl)

3 roxa.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH

XpaHuTb 1pu Temieparype He Boie 25 °C.

6.5. XapakTep U coaep:KMMOe NePBUYHOI YIAKOBKH
[To 10, 15, 20 TaGneTok B YMakoBKY siuelKOBYIO0 KOHTypHyto. Ilo 1, 2, 3 unu 5 ynakoBok

STYCHKOBBIX KOHTYPHBIX C JINCTKOM-BKJIAJIbINICM IMTOMCIHIAOT B MAYKY KaPTOHHYIO.

6.6. OcoOble Mepbl MNPeIOCTOPOKHOCTH TPH YHHYTOKEHHMH  HCIOJIb30BAHHOIO
JICKAPCTBEHHOI0  Npenapara WJIM  OTX0A0B, TMOJYYEHHBIX IOCJAe NPHMEHEHHus!
JIEKApPCTBEHHOI'0 Mpenapara v Apyrue MaHuMyJsiiMU ¢ NpenapaToM

Het ocoObix TpeOoBaHU K YTHIM3AINH.

7. JAEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanvs

OTtkpeITOE akImoHepHoe obmecTBo "dapmcrannapt-Y hUMcKuit BATAMUHHBIN 3aBOJ"

15



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 14.05.2024 N= 5296

(OAO "dapmcrannapt-YaBUTA") (NOCHERQBATENLHOCTE 0003)

Anpec: 450077, Peciybnuka bamkoprocran, . Yda, yin. Xynaibepauna, 1. 28
Ten.: (347) 272-92-85
dakc: (347) 272-92-85

Anpec anekTponHoit moutsl: info@pharmstd.ru

7.1. IlpencraBuTe b AepKaTesisi perucCTPAlHOHHOIO YAOCTOBEpPEeHH s

[Iperen3zun HOTDC6HTCHCﬁ HaIIpaBJIATH I10 aAPECY.

Poccuiickas @enepanus

OTkpeITOE aKoHepHOe 00mecTBo "PapmMcTannapt-Y GUMCKHN BUTAMUHHBIN 3aBO"
(OAO "®apmcranpapt-yY paBUTA")

Anpec: 450077, Pecniy6nuka bamkoprocrtan, . Ya, yin. Xynainbepauna, 1. 28

Ten.: (347) 272-92-85

daxkc: (347) 272-92-85

Anpec anekTponHo# mouThl: iINfo@pharmstd.ru

8.  HOMEP PETMCTPALIMOHHOI'O YIOCTOBEPEHHUS
JITT-Ne(001007)-(PT-RU)

9. JIATA IEPBUYHOM PETUCTPAIIUU (IIOJATBEPXKJIEHUSA PETUCTPAIIUN,
NEPEPEI'MUCTPAIIUN)

[lara nepBoii peructpanuu:
13.07.2022

10. JATA IEPECMOTPA TEKCTA
OOmast  XapakTepuCTHKa JICKAPCTBEHHOTO  mpenapara  MeJoKCcHKaM — JIOCTyITHa — Ha

I/IH(I)OpMaI_II/IOHHOM nopraje EBpaSHﬁCKOFO O9KOHOMHYCCKOI'0O COr3a B I/IH(I)OpMaI_[I/IOHHO'

KOMMYHUKAIIMOHHOM ceTH «/HTepHeT» WWW.eaeunion.org
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